Latent cooperation ti^ty 

PCT 

INTERNATIONAL PRELIMINARY EXAMINATION^rIP 

(PCT Article 36 and Rule 70) 




Applicant's or agent's file reference 
300267WO/JND 



International application No. 
PCT/IB 03>01202 



FOR FURTHER ACTION S®® Notification of Transmittal of International 

Preliminary Examination Report (Fomi PCT/IPEAM16) 



Internationa! filing date (day/tnonth^ear) 
02.04.2003 



International Patent Classification (IPC) or both national classification and IPC 
C07H21>D0, C07H21>D0 



Priority date (day4nonthJ^ear) 
05.04.2002 



Applicant 

QIAGENASetal. 



1. 



<^ '"••™«°-' -^'x*"* Exammm, 

This REPORT consists of a total of 4 sheets. Including this cover sheet. 

° 2?n'ami^ri^^^^ ^/ ANNEXES. I.e. sheets of the description, claims andybr drawings which have 

?see RuTe rnri^^^ ^""^^V^^^"^ f"^'' containing rectifications rnade-beforl thisXiK 

(see Rule 70.16 and Section 607 of the Administrative instructions under the PCT). «uuiuniy 

These annexes consist of a total of sheets. 



3. 



This report contains indications relating to the following Items: 
I 

if 
III 
IV 

^ ^ 2t®«1foT.®l^^^^^^ Rule 66.2(a)(il) with regard to novelty, inventive step or industrial applicability- 

citations and explanations supporting such statement aKHiiwauimy, 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 



VI 
VII 
VIII 



□ 
□ 
□ 

□ 
□ 
□ 



Basis of the opinion 
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Non-establishment of opinion with regard to novelty, inventive step and Industrial applicability 
Lack of unity of invention 
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INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



International application No. PCT/IB 03A)1202 



!• Basis of the report 



Description, Pages 

1-9 

Claims, Numbers 

1-22 

Drawings, Sheets 

1/1 



as originally filed 



as originally filed 



as originally filed 



These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)) 

□ the language of publication of the international application (under Rule 48.3(b)). 

° !?ute%^.2\'nXV5T^^^ °' international preliminary examination (under 

' rm?ta»^^^^^^^ application, .e 



□ 
□ 
□ 
□ 



contained In the International application in written form, 
filed together with the international application in computer readable fomi. 
furnished subsequently to ttiis Authority in written form, 
fumished subsequently to tills Auttiority in computer readable form. 



° M^'Sn*fS,«,3°'™*" « >° vftten sequence 

The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 
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INTERNATIONAL PRELIMINARY 
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International application No. PCT/IB 03yDl 202 



5. □ This report has been established as if (some of) the amendments had not been made, since thev have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheet containing such amendments must be referred to under Hem 1 and annexed to this 
ropoft,/ 

6. Additional observations, if necessary: 

V. Reasoned statement under Article 35(2) with regard to novelty, Inventive step or Industrial applicability 
citations and explanations supporting such statement FPii^unny, 

1. Statement 



Novelty (N) 


Yes: 


Claims 






No: 


Claims 


1-22 


Inventive step (IS) 


Yes: 


Claims 






No: 


Claims 


1-22 


Industrial applicability (lA) 


Yes: 


Claims 


1-22 




No: 


Claims 





2. Citations and explanations 
see separate sheet 
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INTERNATIONAL PRELIMINARY International application No. PCT/IB 03/01 202 
EXAMINATION REPORT - SEPARATE SHEET 

Section V: 

1) Reference is made to tlie following documents: 



D1 : US 5 234 809 
D2: BP 0 969 090 



Claims 1-22 refer to a process for isolating nucleic acid from a nucleic acid- 
containing sample which uses a chaotropic agent together with a source of NH4* 
or NH3 with a nucleic acid binding solid phase. 

According to page 4, lines 10-11, Instead of NH^* or NH3, an amine may be used, 
preferably a primary amine. This statement in the description Implies that the 
subject-matter for which protection is sought may be different to that defined by 
the claims, thereby resulting in lack of clarity (Article 6 PCT) when used to 
interpret them (see also the PCT Guidelines, lll-4.3a). 

In fact a process using an amine instead of NH4* or NH3 is not novel for the 
following reasons: 

D2 discloses a process for isolating circular nucleic acids from a mixture having 
different species of nucleic acid, in particular from bacterial crude lysate (see claim 
4), using alkaline conditions with a solid matrix in presence of at least one 
chaotropic substance (see claim 8), wherein the alkaline conditions are preferably 
adjusted by adding an omega amino acid to the mixture, such as glycine, lysine, 
arginine or histidine (see claim 8 and [024] thus anticipating the subject-matter of 
claims 1 -22 as far as page 4. lines 1 0-1 1 of the description is used to interpret 
them (Article 33(2) PCT). 

2) Under the assumption that the description is being delimited to the scope of 

present claims, and in view of D1 which discloses a procedure to isolate DNA from 
biological samples using a chaotropic agent together with silica based nucleic acid 
binding solid phase, it is noted that there is no teaching in the available prior art 
that the additional presence of NH4* or NH3 in the process of D1 would give an 
increased yield of nucleic acid. 



3) Contrary to the requirements of Rule 5.1 (a)(ii) PCT, the relevant background art 
disclosed in D2 is not mentioned in the description, nor is this document identified 
therein. 
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